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parallel lmnortation of Druas to lsrael 

Chapter I : The  Recommendat ions of the Commission 
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Parallel importation is possible only when the drug is registered in Israel. 

The  parallel preparation must be  registered and  approved for marketing in the 
oountry in which is was manufactured and/or marketed. 

Any parallel importation of a  new preparation must obtain approval. 

Approval of parallel importation will require a  fee (as will be  laid down in M inistry of 
Health regulations, after the approval of the inter m inisterial fee committee at the 
M inistry of F inance). 

Identity of therapeutic action and  of quality of the parallel preparation must be  proven 
with a  manufacturer of the preparation, by submission of appropriate approvals, 
laboratory tests or any other test required by the Pharmaceutics Division as per the 
Director’s approval. 
j3esoonsibilitv for the qualitv and  testinn of the parallel preparation apolies to the 
parallel imoorter. 

Parallel importation (as regular importation) will be  effected only by means  of a  drug 
trading house or by a  med ical institution. 

Parallel importation can be  effected only for drugs which were manufactured in 
recognised manufacturing sites, i.e. USA, Canada,  west European countries, 
Australia and  Japan, which have received GMP approvals from the M inistry of Health 
in Israel. 

Parallel importation can be  effected from recognised med ical in&itutions or from 
recognised suppliers who hold a  wholesale license issued by the relevant authority 
for the sale of drugs in their own country (USA, Canada,  west European countries, 
Australia, Japan), and  which was recognised by the M inistry of Health in Israel. 

A parallel importer (who is not a  non-profit med ical institution) must provide all the 
approvals required for ensuring the chain of supply in order to guarantee the source 
and  the quality of the preparation along the entire route of arrival to Israel. After a  
year’s trial, the possibility of changing the requirement for ensuring the chain of 
supply will be  re-examined vis-&-vis all parallel importers. 

The  approval will be  specific per preparation, manufacturing site and  importer. In any 
case of a  change in one  of the above items, a  new application must be  submitted for 
approval of the change. 

Every imported batch will be  accompanied by a  batch certificate and  a  certificate of 
analysis of the manufacturer for the batch. 
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12. 

13. 

14. 

15. 

16. 

Each preparation will be marked with a label as required by law, including the name 
of the importer and the batch number, with a leaflet enclosed in the accepted 
manner. 

Every batch from every consignment will be sampled and tested for quality at the 
Standards and Control Institute for Medical Substances. The preparation will be 
marketed @y after receipt of marketing approval. 

Parallel importation of a drug,with an expiry date of one year or less will not be 
approved, except in cases where the Director decided otherwise. 

The owner of an original registration will be required to register the preparation in all 
the commercial names and from all the sites where the preparation is manufactured, 
in order to broaden the possibility of ensuring regular supply. 
(The opinion of the Attorney General contends that this requirement cannot be 
implemented. The validity of the contention has not been tested.) 

Parallel importation to Israel for the purpose of export is forbidden, and this should 
be explicitly stated in the regulations. 
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pa ra l l e l  Im p o r ta tio n  o f Drus rs  to  Is rae l  

C h a p te r  2 : S u m m a r y  

G e n e r a l : 

Is rae l  h a s  on l y  o n e  impo r te r  wi th a  m o n o p o l y  o n  th e  impo r ta tio n  o f d r u g s  d i rect ly f r om th e  
m a n u factu re r .  Pa ra l l e l  impo r ta tio n  o f d r u g s  wi l l  e n a b l e  a l so  th e  impo r ta tio n  o f d r u g s  to  
Is rae l  by  a  n u m b e r  o f impo r ters,  n o t necessar i l y  d i rect ly f r om th e  m a n u fac tu re r  (v ia  
i n t e rmed i a t e  supp l ie rs ) .  T h e  e conom i c  viabi l i ty o f pa ra l l e l  impo r ta tio n  de r i ves  f r om 
o p e n i n g  th e  m a r k e t to  ex tens ive  c o m p e titio n  a n d  f r om th e  fluc tua t ions  i n  e x c h a n g e  r a tes  
a n d  th e  va r i ous  p r ice -set t ing  mechan i sms  a r o u n d  th e  wor ld ,  so  th a t a t tim e s  th e r e  is a  
d i f fe rence  o f u p  to  6 0 %  in  th e  p r i ce  o f th e  s a m e  d r u g  i n  d i f fe rent  c o u n tr ies. 

th e  situ a tio n  i n  israe l :  

O n  7 /7 /9 6  th e  G o v e r n m e n t d e c i d e d , as  p a r t o f its d iscuss ions  o f th e  1 9 9 7  b u d g e t, to  
m a in ta in  pa ra l l e l  impo r ta tio n  o f d r u g s  to  Israel .  T h e  th i nk i ng  b e h i n d  th e  dec i s i on  was  th a t 
pa ra l l e l  impo r ta tio n  c a n  s ign i f icant ly l owe r  th e  p r i ce  o f p u r c has i n g  d r u g s  i n  Israel ,  th e r e b y  
d ec r e as i n g  th e  to ta l  n a tio n a l  e x p e n d i tu r e  fo r  h e a l th  o r  e n a b l i n g  th e  s aved  r esou rces  to  b e  
r o u te d  to  o th e r  n e e d s  i n  th e  h e a l th  system. 
T o d a y , m e d ica l  inst i tut ions -  sick fu n d s , hosp i ta ls  a n d  S .R.A .L ., m a y  a n d  actua l ly  d o  e ffect 
lim ite d  pa ra l l e l  impo r ta tio n  i n  a c co r d ance  wi th th e  Pha rmac i s ts R e g u l a tio n s . Pa ra l l e l  
impo r ta tio n  c o n t r ibutes to  th e  p u r c h ase  o f d r u g s  a t a  to w e r  pr ice,  b o th  by  its 
i m p l e m e n ta tio n  a n d  as  a  m e a n  o f b a r g a i n i n g  d u r i n g  n e g o tia tio n s  wi th th e  supp l i e r  i n  
Israel .  

th e  situ a tio n  wo r l dw i de  

Acco r d i n g  to  th e  i n fo rmat i on  i n  o u r  possess ion ,  pa ra l l e l  impo r ta tio n  is fo r b i d d e n  i n  th e  
U S A , Sw i t ze r l and  a n d  N e w  Z e a l a n d . T h e  W H O  i ssued  d i rect ives r e qu i r i n g  p u r c h ase  
d i rect ly f r om th e  m a n u factu re r ,  so  as  to  p r e v e n t p r o b l ems  o f c o u n te r fe i t i ng  a n d  in fe r io r  
qual i ty.  In  th e  U S A  th e r e  is a n  i n te rna l  m o v e m e n t o f g o o d s  b e tween  th e  va r i ous  sta tes, 
a n d  pa ra l l e l  impo r ta tio n  is a b so l u te ly  fo r b i d d e n . 
Pa re l l e l  impo r ta tio n  o f d r u g s  exists on l y  i n  E u r o p e , s ince  th e  E u r o p e a n  U n i o n  h a s  tu r n e d  
E u r o p e  ( l ike th e  U S A )  in to  o n e  t r ad i ng  ter r i tory,  a n d  fo l l ow i ng  th e  T r e a ties  o f R o m e  
conce r n i n g  f ree  m o v e m e n t o f g o o d s  wi th in  th e  E u r o p e a n  U n i o n , pa ra l l e l  impo r tin g  is lega l .  
In  E u r o p e  to o , pa ra l l e l  impo r ta tio n  is p e rm i tte d  on l y  f r om wi th in  th e  c o u n tr ies o f th e  U n i o n , 
a n d  n o t f r om o th e r  c o u n tr ies. In  E u r o p e , pa ra l l e l  impo r ta tio n  is l e ga l  a n d  is th e r e fo r e  
ca r r i ed  o u t o p en l y  a n d  direct ly. 
Acco r d i n g  to  sta te m e n ts o f th e  D i rec to r  o f th e  O ffice  fo r  Supe r v i s i o n  o f P h a r m a c e u tica l  
G o o d s  i n  th e  E u r o p e a n  U n i o n , d u r i n g  h is  visit to  Israel ;  th e  on l y  r e a s o n  fo r  th e  ex is tence  
o f pa ra l l e l  impo r ta tio n  i n  E u r o p e  is th e  u p h o l d i n g  o f th e  p r i nc ip l e  o f f r ee  m o v e m e n t o f 
g o o d s  i n  a c co r d ance  wi th th e  T r e a ties  o f R o m e  ( a  sta te m e n t wh i ch  was  n o t b a c ked  u p  by  
d a ta ) . T h e  m a r k e t s e g m e n t o f pa ra l l e l  impo r ta tio n  is 5  -  8 %  o f to ta l  sa les  i n  th e  d r u g s  
m a r k e t, a n d  h a s  n o t l e d  to  a n y  s ign i f icant  d e c r e a se  i n  th e  p r i ces  o f o r ig ina l f l oca l  d r u g s . 
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the problems involved in parallel importation to israel 

The multinational drug companies oppose parallel importation but are unable to prevent it 
inside Europe. Their opposition to parallel importation means that some of the drug 
dealers in Europe who engage in parallel importation, are forced to use circuitous ways 
and deception in order to obtain the drugs. Therefore, parallel importation of drugs to 
Israel is liable to be an outcome of shadowy activities carried out, at least in part, in the 
grey area between legal trading and illegal trading. Thus, the paraltel importation of drugs 
to Israel incorporates potential risks for public health, and therefore a rigid and 
independent system must be established which can ensure the quality of the drugs 
imported in parallel. The risk which exists in parallel importation is the importation of 
defective or counterfeit drugs, or drugs which do not meet the quality requirements of the 
western world. 
An essential condition for the existence of narallel importation is the trainina of a control 
and aualitv assurance svstem at the Pharmaceuticals Division. 

Obstacles: 

The multinationals contend that parallel importation infringes international agreements -to 
which Israel is a signatory -the GATT/TRIPS agreements, and also violates the laws of 
Israel - patent protection. Furthermore, these companies explained that the infringement 
of their intellectual property rights (the patent) is liable to cause the companies to reduce 
their investments in Israel (for example, clinical trials, the establishment of research 
systems and ties with start-up companies, etc.). 

Proposed solutions: 

I. In principle and according to a legal opinion, even if the legal arguments turn out to 
be correct, the parallel importation of unsatented imported druas can still be 
permitted. 

2. To avoid problems of drug quality, parallel importation should be permitted only to 
medical institutions or limited by conditions and directives that only recognised and 
financially strong entities will be able to bear liabiiity for their goods so as to effect 
parallel importation. 

3. To ensure the quality of the drugs, the following practices can be adopted: 
a. To request of the parallel importer all the approvals required for guaranteeing the 

chain of supply for ensuring the source and quality of the preparation along the 
route of its arrival to Israel. 

‘b. To exempt the medical and public institutions in Israel from submitting the 
approvals for guaranteeing the chain of supply, w] 
for the qualitv and testina of the druas on the instiiutions. as was the case until 
todav. 

4. In order to make it easier for the medical institutions to purchase the drug from 
additional manufacturing sites abroad, each importer will be required, when 
submitting the registration application, to register all the sites abroad where the drug 
is manufactured, so as to broaden the importation possibilities. (According to the 
legal opinion, this possibility is estimated as being partially practicable. The validity of 
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this contention was not tested.) 
5. The ability of the Pharmaceuticals Division to supervise and control quality should be 

enahnced by means of adjusting resources as required (in accordance with revenues 
from fees), and improving the skill of workers by specific professional training in this 
subject. 
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parallel lmwwtation of Druas to Israel 

Chapter 3: Summary of the Work of the Commission 

general: 

On 717196 the Government decided, as part of its discussions of the f997 budget, to 
maintain parallel importation of drugs to Israel (Appendix No. I), in order to lower the 
prices of purchasing drugs in Israel and thereby to reduce the total national expenditure 
for health or in order to route the saved resources in favour of other expenses in the 
health system. 

Pursuant to the decision of the Minister of Health, on September 17, 1997, the Director 
General of the Ministry of Health appointed a committee to examine the subject of parallel 
importation of drugs to Israel (Appendix No. 2). 

Definition: Parallel importation of drugs is defined as the importation of a medical 
preparation which is registered in the Government Register of Medical 
Preparations, by an importer who is not the owner of the original registration 
(who is a local importer or manufacturer). 

The Commission convened for the first time on September l&1997, and its members 
held 6 one- day sessions and numerous meetings and telephone discussions with 
interested parties. 

The Commission’s aim was to examine in depth the implementation of the Government 
decision on the subject of parallel importation, without preconceived notions and without 
bias. Initially, internal discussions were held for understanding the basic principles of 
parallel importation, a review of the situation in Israel and wortdwide, identification of 
advantages, disadvantages, opportunities and obstacles relating to the implementation of 
parallel importation of drugs to Israel. The Commission approached the health authorities 
in England for a better understanding of how parallel importation of drugs is carried out in 
Europe from the regulatory aspect. 

The Commission then approached relevant entities on the subject, requesting their 
position in writing and orally: Clalit, Maccabi and Meuhedet Leumit Sick Funds, Sheba 
Hospital, the Federation of Pharmacists in Israel, the SuperPharm chain, a potential 
parallel importer, the Pharmaceuticals Division in the Israel Manufacturers Association, the 
Drug Import Division at the Union of Chambers of Commerce, and the local branches of 
the multinational drug companies (for the positions of the various entities, see Appendix 
No. 3, A - L). 
Having heard all the various positions, the Commission received operative proposals from 
the various entities, including the nature of the changes required in the Pharmacists 
Regulations for the method of implementing parallel importation to Israel (Appendix No. 4, 
A - C), and convened to discuss and claritjr the subject and formulate its 
recommendations. 

In the course of the discussions, subjects arose which were outside the mandate of the 
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Commission but required its comment as part of the general review of the subject of the 
drugs market in Israel, and are therefore reflected in the Report. 

The situation in Israel: 

In Israel, only on importer (a monopoly) imports a drug directly from the manufacturer. 
Parallel importation of drugs will allow, in addition, the importation of drugs to Israel by a 
number of importers, and not necessarily directly from the manufacturer (through 
intermediate suppliers), thus increasing competition. The economic viability of parallel 
importation derives from competition between a large number of suppliers who enable 
purchase at lower prices that today’s purchase prices, and in addition the ability to exploit 
opportunities afforded by fluctuations in exchange rates in various countries. 
Today, medical institutions - sick funds, hospitals and S.R.A.L., may and do actually 
implement limited parallel importation in accordance with the Pharmacists Regulations. 
Parallel importation by medical institutions is effected and contributes to reducing 
purchase costs (subject to a guarantee of the quality of the drugs). In addition, parallel 
importation is a means of bargaining when negotiating with the importer in Israel for 
obtaining lower prices. 

The situation worldwide: 

According to the information we have, parallel importation is forbidden in the USA, 
Switzerland and New Zealand. The WHO issued directives for the purchase of drugs 
directly from the manufacturer, so as to avoid problems of counterfeiting and inferior 
quality. 

Parallel importation of drugs exists only in Europe, since the European Union has turned 
Europe (like the USA) into one trading territory, and following the Treaties of Rome 
concerning free movement of goods inside the European Union, parallel importation is 
legal. In Europe too, parallel importation is permitted only within the countries of the 
European Union and not from other countries. In Europe, paraltel importation is legal and 
therefore is carried out openly and directly, despite the ferce opposition of the 
multinational drug companies (the manufacturers). 

Parallel importation of drugs in Europe exists following a ruling of the Supreme Court of 
the European Union (de Peijer), who held that the principle of free movement of goods in 
Europe overrides monopolistic agreements of a sole and exclusive marketing channel: 

I. “If local laws permit a manufacturer or his official representative to refuse to supply 
information on the preparation, thereby constituting a monopoly which does not allow the 
existence of importing, then those laws are restrictive. Only if the manufacturer or his 
official representative can supply data or documents which prove a difference between the 
original preparation and the parallel preparation, can they be related to as two different 
preparations.” 

2. The European Union notifies the authorities of the Member States that they may not 
oppose parallel importation by contending that the parallel importer cannot supply 
documents concerning the quality of the preparation which are in the possession of the 
mahufacturer or his official representative only. The national authorities must permit the 
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flow of information amona them so as to ensure the identitv of the preparations.” 

Parallel importation is a politically charged subject in Europe, and therefore no official 
directive has yet been issued by the Union on the subject (due to the inability to reach a 
consensus in the European Parliament). The only official European document is a 
communication which constitutes a recommendation only, and which aims to give a 
practical interpretation to the court ruling and to propose guidelines for a procedure for the 
parallel importation of drugs in Europe (Appendix No. 5). 

_. 
Below are the guiding principles of the European Union: 

1. Parallel importation is possible only when the original drug is registered in the 
country to which the importation is effected. 

2. Parallel importation is possible only from a another country in the European Union. 
3. The parallel preparation must be registered and approved for marketing in the 

country from which it is imported. 
4. The licensee of the parallel preparation in the country from which it is imported, must 

be part of the multinational company which holds the registration of the original 
preparation in the country to which the import is effected. 

5. It is forbidden for there to be any significant therapeutic difference between the 
parallel preparation and the original preparation. 

Economic viability: 

The economic viability of parallel importation derives from competition among suppliers 
and from the exploitation of opportunities from fluctuations in exchange rates and price- 
setting mechanisms around the world (Appendix No. 6) which sometimes create a 
difference of up to 60% in the price of the same drug in different countries. 

Nevertheless, according to the statement of the Director of the Office for Supervising 
Pharmaceutical products in the European Union (DG Ill), Mr. Patrick Deboyser, at the time 
of his visit to Israel, he estimated (without back-up data) that the economic consideration 
in parallel importation had not proved itself, and the sole reason for the existence of 
parallel importation is the upholding of the principle of free movement of goods, in 
accordance with the Treaties of Rome. According to Mr. Deboyser, the market segment of 
parallel importation is 5 - 8% of drug market sales, and does not lead to any significant 
reduction in the prices of the original/local drugs. In addition, it is dimcult for a government 
to define how the actual saving is expressed for the country, and the gap in the 
purchasing price of the parallel drug usually remains as a larger profit for the parallel 
importer. In addition, a single article which was published in 1997 in the newspaper Health 
Policy (Appendix No. 7) , which describes the drugs market in Britain, explains that parallel 
importation constitutes only about 8% of the prescription drugs market since it is difficult 
for the parallel importer to guarantee the regular and orderly supply of cheap goods, and 
the British pharmacists are sceptical of the quality of the products and are therefore not 
keen to purchase them despite their low price. (Note: This fact applies partially to Israel, 
due to the unique structure of the health system in Israel.) 

The problems involved in parallel importation to Israel: 

Following a detailed review of the subject of parallel importation, reading the extensive 
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material on the subject and hearing the various bodies and entitiis involved in the subject, 
and in view of the understanding of the complexity of the question of parallel importation, 
below is a list of all the potential obstacles identified by the Commission: 

1. Ewarantee of identi of the parallel preparation to the orioinal areparation: 

a. A drug manufacturer sometimes manufactures a medical preparation under the 
same commercial name but with different compositions, depending on the site of 
manufacture and the country for which the medical preparation is designated. 

b. It is possible that in different countries, the terms of registration of an identical 
preparation will be different (e.g. instructions for use, labeliing, shelf-life, etc.). 

c. The packing and composition of the preparation can differ between Europe and 
Israel, so as to cope with different climatic conditions. 

d. Every multinational maintains a large number of manufacturing sites around the 
world. When a preparation is registered in Israel, it receives marketing approval only 
after assurance of the proper conditions of its manufacture, a large part of which is 
assessment of the manufacturing plant. It is not clear of the manufacturing conditions 
at all sites are identical, and accordingly, whether the quality of the preparation of the 
same commercial name and similar composition, is manufactured in the same 
conditions of quality at different manufacturing sites. 

e. At times, plants in Europe which comply with all the quality standards at the time 
of marketing in Europe, manufacture the same product at a lower quality or inferior 
quality by order, for third world countries. This fact was confirmed in a conversation 
with the Director of the Office for Supervising Pharmaceutical Products in the 
European Union (DG Ill), and therefore, emphasis must be given to identification of 
the batch designation. 

2. Marketina channel / chain of supplv of the medical oreoaration: 

Importation which is not direct involves a number of intermediaries, creating a 
situation where from the moment the preparation left the manufacturer’s premises 
until its arrival at the parallel importer’s premises, it is in the ownership of other 
merchants. In that time, there is a possibility of counterfeiting the preparation or of it 
being held in defective storage conditions. 

3. Direct contact between the importer and the manufacturer: 

There has always been direct contact between the manufacturer and the importer 
(who is not a medical institution), an essential requirement in the opinion of the 
Ministry of Health for ensuring the quality of the imported preparation. 

In this context, two Supreme Court rulings are quoted here: 

A. Bagatz 2201/90 Alpha Pharma - Test Committee 

“There is no dispute that parallel importation of drugs is possible provided that 
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direct  c o n tact is m a in ta ined  b e tween  th e  m a n u fac turer  a n d  th e  i m p o r te r .” 
“T h e  so lu t ion w h e r e b y  th e  M inistry o f Hea l th  wilt carry  o u t th e  qual i ty  test 
c a n n o t b e  e n te r ta i n e d , d u e  to  th e  impos i t ion  o f l ega l  l iabil i ty o n  th e  M inistry, 
s ince th e  m a n u fac turer  wil l  d e n y  h is  responsib i l i ty  fo r  a  p r o d u c t o f wh ich  h e  lost 
c o n trol, un less  it is p r o v e n  th a t th e  d e fect is in  th e  m a n u fac ture  a n d  is n o t o n e  
wh ich  de r i ved  f rom later  in  th e  cha in  o f supply .” 

B . B a g a tz Ru l i ng  2 3 1 3 /9 5  C o n tact L i nsen  versus T h e  M inistry o f Hea l th  (major i ty  
op i n i on  o f Just ice Zamir ) :  

, “T h e r e  is n o  r o o m  to  d isqual i fy  th e  r e q u i r e m e n t o f th e  M inistry o f Hea l th  th a t th e  
i m p o r te r  o f c o n tact lens  so lut ions shou ld  p r o v e  c o n tact wi th th e  m a n u fac turer  o f 
th e  so lut ions o r  wi th a  cert i f ied a g e n t o f th e  m a n u fac turer  o r  wi th h is  r ecogn i sed  
suppl ier .” 

4 . Q ifficul t ies in  t ransfer r ina in format ion:  

In  i m p o r ta tio n  wh ich  is n o t direct,  th e r e  is n o  di rect  c o n tact b e tween  th e  m a n u fac turer  
a n d  th e  para l le l  i m p o r te r , a n d  th e r e fo r e , in  a  case  w h e r e  side-effects c o m e  to  l ight, 
d e fect ive b a tch e s  o r  a n y  o th e r  h e a l th - re la ted  p r o b l e m  c o n n e c te d  with th e  u s e  o f th e  
d r u g , th e  para l le l  i m p o r te r  wil l  h a v e  difficulty in  p rov id ing  th a t in fo rmat ion  in  rea l  tim e , 
s ince th e  in fo rmat ion  wil l  r e a c h  h i m  cons iderab ly  later,  d u e  to  th e  cha in  o f supp ly  o f 
th e  p r e p a r a tio n , o r  it wil l  n o t r e a c h  h i m  a t all. 

5 . P e a u l a r  supply :  

Acco rd ing  to  th e  Pha rmac i s ts R e g u l a tio n s  -  M e d ical p r e p a r a tio n s  (5746 - l  9 8 6 )  o n e  
o f th e  cond i t ions  fo r  reg is t ra t ion is a n  u n d e r tak ing  o f th e  o w n e r  o f th e  reg is t ra t ion fo r  
th e  regu la r  supp ly  o f th e  d r u g  in  Israel.  It is es t imated th a t th e  m o r e  in te rmed ia r ies  
th e r e  a r e  in  th e  cha in  o f supply ,  th e  g r e a te r  th e  possibi l i ty th a t th e  para l le l  i m p o r t is 
th e  resul t  o f o p p o r tuni t ies a n d  n o t o f o rder l y  c o n tact wi th a  suppl ier ,  a n d  th e r e fo r e  it 
wil l  n o t b e  poss ib le  to  d e m a n d  a n  u n d e r tak ing  o f th e  para l le l  i m p o r te r  fo r  r egu la r  a n d  
o rder l y  supply .  
O n  th e  o th e r  h a n d , para l le l  i m p o r ta tio n  is l iab le  to  d isrupt  th e  possibi l i ty o f th e  m a in  
i m p o r te r  to  a n t ic ipate c o n s u m p tio n  in  Israel,  a n d  th e r e fo r e  th e  o w n e r  o f th e  
reg is t ra t ion is l iab le  to  seek  to  revoke  h is u n d e r tak ing  fo r  o rder l y  a n d  regu la r  supp ly  
o f th e  p r e p a r a tio n . A n o th e r  r e a s o n  is th a t by  law, it is n o t poss ib le  to  d i f ferent iate in  
th e  r e q u i r e m e n ts b e tween  th e  para l le l  i m p o r te r  a n d  th e  m a in  i m p o r te r . 

6 . C o o p e r a tio n  b e tween  h e a l th  a u thori t ies: 

In  i m p o r ta tio n  wh ich  is n o t direct,  th e r e  is n o  di rect  c o n tact b e tween  th e  m a n u fac turer  
a n d  th e  i m p o r te r , a n d  th e r e fo r e , w h e n  submi ttin g  th e  appl icat ion,  th e  i m p o r te r  wil l  b e  
m iss ing d a ta . Acco rd ing  to  th e  direct ives o f th e  E u r o p e a n  U n i o n , th e  a u thor i ty  
(ministry o f h e a l th )  m u s t o b ta in  th e s e  d a ta  f rom th e  m a n u fac turer  o r  f rom th e  
c o m p e te n t a u thor i ty  in  th e  c o u n try o f m a n u facture.  In  E u r o p e , th e  c o o p e r a tio n  
a m o n g  th e  h e a l th  a u thor i t ies is a u to m a tic, d u e  to  th e  ru l ing  o f th e  H igh  C o u r t o f 
Just ice o f th e  E u r o p e a n  U n i o n . 
In  o r d e r  to  ach ieve  c o o p e r a tio n  o f th is  tvp e  b e tween  th e  h e a l th  a u thor i t ies in  Israel  
a n d  th e  a p o r o p r i a te  a u thor i t ies a b r o a d , th e r e  m u s t b e  o fficia l  c o o p e r a tio n  
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aqreements. which several m inistries. amona them the M inis&v of Health. are 
currentlv workina to achieve, but the process will take vears. 

Product liability: 

In case of defective products, the following questions arise: who guarantees the 
quality of the preparation in Israel, who is liable and who is sued? The  manufacturer 
is liable to shrug off any liability in any case of a  parallel preparation since it did not 
arrive in Israel on  his responsibility, and  will always contend that the defect derived 
from the method of conveying to Israel and  not as a  result of a  ma lfunction in 
manufacture. 

Labels and leaflets: 

To  prevent confusion among the public and  to comply with registration requirements, 
the parallel preparation must be  marked with labels and leaflets identical to the terms 
of registration which were approved for the original preparation. 
The  importers of the drugs argued that the consumer leaflet and  the leaflet to the 
physician are tantamount to intellectual property of the owner of the original 
registration, and  therefore an  identical leaflet cannot be  approved for the parallel 
preparation. 

The  financial savina derivina from parallel importation: 

a. In Europe, it is difficult for a  government to define how the actual saving is 
expressed for the country, and  usually the difference in the purchasing price of the 
parallel drug remains as larger profit for the paraliei importer. The  only article found 
in the literature is from 1993 (Appendix No. 8), and  shows that about 80% of the 
parallel drugs were sold at a  price of more than 90% of the p&e of the original 
preparation. Thus, if parallef importation is approved for private entities in Israel, a  
method must be  determined by which the State can participate in the profits of the 
private importer so as to realise a  contribution to reducing the national expenditure 
on  drugs. 

b. The  proposed reform in setting the prices of imported drugs is supposed to reduce 
the prices of the drugs by more than about 20%. Since the rationale behind parallel 
importation relates to the considerable differences in prices, it is estimated that 
lowering the prices of the drugs in Israel is liable to be  partially offset by the 
contribution of parallel importation to saving in the national expenditure for drugs. 

c. Mu ltiplicity of preparations with different names, packaging, shape and colour 
reduces patient compliance, which is liable to lead to a  rise in visits to specialist 
physicians, emergency departments, hospitalization days, etc., which are reflected in 
a  rise in the national expenditure for drugs. 

Parallel export: 

Inexpensive purchasing of preparations will give rise to the thought of selling those 
preparations abroad at a  high profit. The  mu ltinational companies will respond wJ& 
severitv, as did Serono - cessation of the supply of Pregonol to Israel due  to the 
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s u s p i c i o n  th a t P r e g o n o l  fro m  Is ra e l  h a d  re a c h e d  th e  m a rk e t i n  th e  U S A . 

I I. & i o o d  p ro d u c ts . b i o te c h n o l o a i o a l  p re p a ra ti o n s  a n d  ra d i o a c ti v e  o re p a ra ti o n s : 

T h e  a b o v e  g ro u p  o f p ro d u c ts  i s  u n i q u e  a m o n g  th e  ra n g e  o f m e d i c a l  p re p a ra ti o n s , 
a n d  th e re fo re , w i th  p re p a ra ti o n s  o f th i s  ty p e , p a rti o u l e r i y  s tri c t c o n tro l  i s  n e e d e d . 
L a b o ra to ry  te s ts  c a n n o t a l w a y s  e n s u re  th e  s a fe ty  a n d  q u a l i i  o f th e  p a ra l l e l  
p re p a ra ti o n , a n d  th e re fo re  i t i s  p o s s i b l e  th a t th e  p a ra l l e l  i m p o rte r  w i l l  b e  re q u e s te d  to  
s u b m i t a d d i ti o n a l  d a ta  w i th  h i s  a p p l i c a ti o n , to  e n s u re  th e  i d e n ti ty  a n d  th e  q u a l i ty  o f 
th e  p a ra l l e l  p ro d u c t, fo r  e a c h  m a n u fa c tu re d  b a tc h  s e p a ra te l y . 

1 2 . e a ra l l e l  i m o o rta ti o n  a s  i n fri n a i n a  th e  i n te l l e c tu a l  p ro p e rty  r i a h t o f th e  m a n u fa c tu re r: 

A  l e g a l  o p i n i o n  w h i c h  w a s  g i v e n  b y  A d v . L u th i , a s  th e  re p re s e n ta ti v e  o f th e  
m u l ti n a ti o n a l  d ru g  m a n u fa c tu re rs  -  

a . “ A  p e rm i t fo r  p a ra l l e l  i m p o rta ti o n  o f d ru g s , a n d  i n  p a rti c u l a r  d ru g s  w h i c h  a re  
p ro te c te d  b y  a  p a te n t re g i s te re d  i n  Is ra e l , c o n tra v e n e s  Is ra e l i  l a w  a n d  v i o l a te s  th e  
i n te rn a ti o n a l  c o m m i tm e n ts  w h i c h  Is ra e l  to o k  u p o n  i ts e l f i n  th e  G A T T -T R IP S  
A g re e m e n t.” 

b . “ A n y  p e rm i t fo r  p a ra l l e l  i m p o rta ti o n  o f d ru g s  w h i c h  a re  n o t p a te n t-p ro te c te d  c a n n o t 
i n c l u d e  a  p e rm i t fo r  th e  p a ra l l e l  i m p o rte r  to  e x p l o i t th e  Is ra e l i  re g i s te re d  tra d e m a rk , 
w h e re  th e  d ru g  w a s  m a rk e te d  a b ro a d  u n d e r a n o th e r  tra d e m a rk .” 

c . T h e  h e a l th  a u th o r i ti e s  i n  Is ra e l  a re  n o t p e rm i tte d  to  re l y  o n  th e  te c h n i c a l  a n d  
p ro fe s s i o n a l  i n fo rm a ti o n  w h i c h  w a s  s u p p l i e d  to  th e m  b y  th e  p a te n te e , i n  a  m a n n e r 
w h i c h  w i l l  e n a b l e  th e  p a ra l l e l  i m p o rte r  to  b e n e fi t fro m  th a t i n fo rm a ti o n .” 

T h e  l e g a l  o p i n i o n  o f th e  M i n i s try  o f H e a l th  ( A p p e n d i x  N o . 9 )  c o n te n d s  th a t: 

a . T h e  M i n i s try  o f H e a l th  i s  n o t q u a l i fi e d  to  e x a m i n e  th e  s u b j e c t o f th e  h a rm  to  th e  
p ro p e rty  r i g h t a n d  i s  n o t o ffe n d i n g  a g a i n s t th e  p a te n ts  l a w s  i n  Is ra e l i  l a w  o r  th e  G A T T - 
T R IP S  A g re e m e n t. If th e re  i s  o o n c e rn  o f i n fri n g e m e n t o f th e  i n te l l e c tu a l  p ro p e rty  
r i g h t, a  p a te n te e  m a y  i n i ti a te  a  l e g a l  p ro c e e d i n g  fo r  c l a r i i o a ti o n  o f h i s  c a s e  o p p o s i te  
th e  p a ra l l e l  i m p o rte r. 

b . A m e n d m e n t o f th e  R e g u l a ti o n s  w i l l  o n  o  w a y  h a rm  p ro te c te d  r i g h ts . C l e a r l y , th e  
l i c e n s e  fo r  p a ra l l e l  i m p o rta ti o n  c a n n o t p e rm i t th e  i m p o rte r  to  u s e  a  re g i s te re d  
tra d e m a rk . T h e  o w n e r o f th e  p ro p e rty  r i g h t c a n  e n fo rc e  h i s  r i g h t, i f i n fri n g e d , o r  c a n  
re a c h  a n y  a g re e m e n t w i th  th e  p a ra l l e l  i m p o rte r. 

c . It i s  d o u b tfu l  w h e th e r  th e  u s e  o f th e  i n fo rm a ti o n  b y  th e  M i n i s try  o f H e a l th  fo r  th e  
re g i s tra ti o n  c o n s ti tu te s  u n fa i r  c o m m e rc i a l  u s e , a s  l o n g  a s  i t i s  n o t e x p l o i te d  b y  th e  
p a ra l l e l  i m p o rte r. H o w e v e r, a n  o p i n i o n  s h o u l d  b e  g i v e n  o n  th e  p ro b l e m s  w h i c h  a re  
l i a b l e  to  b e  g e n e ra te d  o n  th i s  s u b j e c t, a n d  to  l a y  d o w n  i n  th e  p ro c e d u re s  a n  
a rra n g e m e n t w h i c h  w i l l  p ro te c t th e  r i g h ts  o f th e  m a i n  i m p o rte r. 

1 3 . R e s o u rc e s  fo r  h a n d l i n a  p a ra l l e l  i m p o rta ti o n : 
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a. The control and quality assurance array at the Israeli Ministry of Health takes for 
granted that the drugs market in Israel consists of honest players, and has no 
experience in dealing with those who counterfeit drugs. The risk in parallel 
importation is the penetration of poor-quality, defeotive or counterfeit drugs. For 
example, in 1989 a batch of parallel-imported Zantac from Greece was tested and 
found to be counterfeit. 
To cope with this risk, the number of tests of the preparations must be many times 
those of the original preparations, which wit1 considerably increase the volume of 
activity of the Ministry’s control and quality assurance array. 

b. For the maintenance of effective supervision of parallel importation which will 
ensure the quality of the parallel preparations and preserve public health in Israel, 
additional special resources are needed {which will be determined according to the 
pricing of the costs and an appropriate fee). The maintenance of a registration 
mechanism which includes a registration fee will enable the addition of special 
professional positions for this subject in the Pharmaceuticals Division and at the 
Institute for Control and Standards of Medical Substances, or as part of outsourcing. 

14. The orininal registration owner (the oosition of the monopolv drua comuanies): 

a. The multinational companies are currently opening local branches in Israel. They 
contend that parallel importation will cause them to reconsider their desire to invest 
in Israel, and accordingly they will considerably reduce or completely stop their 
investments in Israel. These investments contribute workplaces and a great deal of 
money to the State, due to the investment in clinical trials, scientific research and the 
participation in start-ups. 

b. Even though, by law, competition and freedom of occupation should not be 
prevented, it is clear that the original owner of the registration invested his own 
money in the process of registering the preparation, and therefore the question is 
whether he should be compensated in any way. 

c. The penetration of a new drug in the market involves many expenses for publicity 
and fort raining the medical team in the correct use of the drug. Taking away the 
profitability from the original registration owner is liable to lead him to reduce his 
investments in marketing and to harm the training of the medical team. 

d. As part of the service of a large importer in Israel, he is willing to register new 
preparations for which the market is small and the profit is low. Parallel importation is 
liable to cause the importer to cease registering such preparations and to cancel the 
registration of the existing preparations. 

e. The harm to the original registration owner is liable to cause him to prefer to 
become a parallel importer, whereupon most of the importation to Israel will be 
parallel and a material change will take place in the structure of the drugs market in 
Israel. 
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the conclusions of the commission: 

On 717196 the Government decided, as part of its discussions of the 1997 budget, to 
maintain parallel importation of drugs to Israel with the aim of saving on the costs of 
purchasing drugs. 
The Commission was required, in its letter of appointment, to examine the subject of 
parallel importation and to propose solutions. 

The problems involved in parallel importation derive from opposing considerations of 
upholding the principle of freedom of occupation and economic viability, versus 
conservation of public health. 

The Commission recognises the necessity of greater efficiency and savings in the health 
system, due to the desire to maintain medical care of quality and equality, despite the 
limited resources allocated to that system. 

Today, the medical institutions in Israel are permitted to effect parallel importation of 
drugs, and the experience gathered proves the financial viability of parallel importation 
along with problems concerning the quality of the preparations. The multinational drug 
companies oppose parallel importation but cannot prevent it within Europe. Their 
opposition to parallel importation means that some of the merchants who deal in parallel 
importation are liable to need circuitous routes and fraudulent means to obtain the drugs. 
It is highly probable that some of the parallel importation of drugs to Israel will be the result 
of shady activities which are undertaken, at least in part, in the grey area between legal 
trading and illegal trading. 

Thus, parallel importation of druas to Israel incorporates potential risks to public health, 
and therefore an appropriate svstem must be established. which can ensure the auaiitv of 
t&@uas imported in parallel. The risk existing in parallel importation is the importation of 
defective or counterfeit drugs or drugs which do not meet the quality requirements of the 
western world, and therefore an essential condition for the existence of parallel 
importation is the trainina of a control and aualitv assurance arrav of the Pharmaceuticals 
Division. 

Additional points raised for discussion: 

1. The regulations must forbid a situation of parallel importation to Israel for export 
purposes. 

2. Manufacturing sites - a multinational company manufactures at a large number of 
sites around the world. Today, parallel importation is limited to the manufacturing site 
which is registered in Israel. To broaden potential parallel importation, importing must 
be permitted from every approved manufacturing site of the multinational company. It 
is desirable to require the registration owners to register all the manufacturing sites of 
the preparation. 

3. Packaging and commercial names - importation should be permitted of a parallel 
preparation which does not have the same commercial name and packaging as that 
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approved in Israel, but as registered in the country of manufacture/marketing. 

4. Parallel importation of preparations manufactured locally - 

a. Packing in Israel of a preparation manufactured abroad: Currently, parallel 
importation of the institutions is effected only for imported preparations, and 
therefore any preparation manufactured abroad and packed in Israel is deemed, at 
this stage, to be local manufacture, and there is no possibility of importing a parallel 
preparation from the manufacturing plant abroad. 

b. Preparations of Teva Co: Teva is a multinational company, and therefore there is 
a need to consider whether products of local manufacture can be imported from 
abroad, or identical products which were manufactured at the overseas 
manufacturing site of the company. 

c. A preparation manufactured under a know-how agreement: A preparation which is 
manufactured in Israel on the basis of a know-how agreement with a foreign 
company. According to the local manufacturers, after signing the agreement the 
connection ends between the foreign manufacturer and the local manufacturer, and 
therefore, as the years elapse, the composition of the locally-manufactured 
preparation differs from the composition of the original preparation which is 
manufactured abroad. Parallel importation of the original preparation can be allowed 
by proving identity of action between the two preparations by means of biovailability 
tests. 

5. In order to achieve saving in the national expenditure on drugs, there must be a 
guarantee that the parallel importer which is not a medicai institution will sell the 
parallel preparation at a price which is considerably lower than the price of the main 
importer. 

TJ&eaal ooinions of the Minisbv of Health (ADDendices Nos. 9 and IO) contend that - 

1. 

2. 

3. 

The Ministry of Health is not qualified to examine the subject of the harm to the 
property right and is not offending against the patents laws in Israeli law or the GATT- 
TRIPS Agreement. If there is concern of infringement of the intellectual property 
right, a patentee may initiate a legal proceeding for clatification of his case opposite 
the parallel importer 

In order to permit parallel importation by private entities, separate regulations must 
be promulgated for them, so that it will be possible to impose different requirements 
for medical institutions, which are already permitted today to effect parallel 
importation. 

a. The consumer leaflet is written on the basis of a Ministry of Health questionnaire 
which is filled in by the registration applicant. Coltatiin of the answers to the 
questionnaire is done by the Ministry of Health, and therefore it appears that the 
Ministry creates the document and owns the rights therein. 

b. Obligating the parallel importer to use the physician’s leaflet of the registration 
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owner could cause infringement of copyright and the filing af suit against the Ministry 
as the direct cause of the infringement. This difficulty can, be solved by waiving the 
requirement for a physician’s leaflet from the parallel importer. 

4. The owner of the registration cannot be obligated to register all the manufacturing 
sites unless the requirement is based on public health considerations. It seems that 
the way to deal with importers who unfairly exploit their control of the market and 
import their products from particularly expensive manufacturing sites, is by means of 
a rewording of the Pharmacists Regulations and/or by means of the Anti-Trust 
Commissioner on a point-by-point basis. 



manner 

13. Each batch from every consignment will be sampled for quaiity testing at the 
Standards and Control Institute for Medical Substances. The preparation will be 
marketed only after receipt of a marketing permit. 

14. The parallel importation of drugs with an expiry date of one year or less will not be 
approved. except in cases where the Director decides otherwise. 

15. An original registration owner will be required to register the preparation in all the 
commercial names and from all the sites where the preparation is manufactured, in 
order to broaden the importation possibilities so as to ensure regular supply. 
(The legal opinion of the Attorney General contends that this requirement is 
impracticable. The validity of that contention was not tested.) 

16. Parallel importation to Israel for export purposes is absolutely forbidden, and this 
should be stated explicitly in the regulations. 
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